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1 This international preliminary examination report has been prepared by this International Preliminary Examining 
Authority and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 5 sheets. Including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description claim^^^^^ 

been amended and are the basis for this report andA>r sheets containing rectlficatons made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains Indications relating to the following Items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty. Inventive step and industrial applicability 
Lacic of unity of invention 

Reasoned statement under Rule 66.2(a)(ll) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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I. Basis of the report 

and annexed to this report sfnce they do not contain amendments (Rules 70. 16 and 70. 1 7)). 



Description, Pages 

^.5 as originally filed 

Claims, Numisers 

^.^6 as originally filed 

^ iAr*u A *^ io»r,.mn^ aII the elements marked above were available or fumished to this Authority in the 

These elements were available or fumished to this Authority in the following language: . which is: 

□ the language of a translation fumished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation fumished for the purposes of international preliminary examination (under 
Rule 55.2 andA}r 55.3). 

3 With reaaid to any nucleotide andtor amino acid sequence disclosed in the intem^tonal application, the 
liTmXal FllmPn^ examination was carried out on the basis of the sequence listing. 

□ contained in the intematlonal application In written fomri. 

□ filed together with the Intemational application in computer readable fonn. 

□ fumished subsequently to this Authority in written fomi. 

□ fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently fumished written sequence listing does not go beyond the disclosure 
in the international application as filed has been fumished. 

□ The statement that the infonnatlon recorded in computer readable fomr, is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of. 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings. sheets: 

5 □ This report has been established as if (some of) the amendments had not been made, since they have 
been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report,) 

6. Additional observations, if necessary: 



Form PCT>IPEA/409 (January 2004) 



1/ 



INTERNATIONAL PRELIMINARY r^r^^^r. r.^H .r.Ac. 

EXAMINATION REPORT International application No. PCTyEP 03/1 4045 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire intemational application, 
ISI claims Nos. 10-16 

because: 

El the said intemational application, or the said claims Nos. 10-16 relate to the following subject matter which 
does not require an intemational preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no intemational search report has been established for the said claims Nos. 

2 A meaningful Intemational preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino add sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-16 

No: Claims 

Inventive step (IS) Yes: Claims 

No: Claims 1-16 

Industrial applicability (lA) Yes: Claims 1-9 

No: Claims 

2. Citations and explanations 
see separate sheet 
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D1 : WO 03/086349 A (JINKS PHILIP A :OLIVER MARTIN J (GB); 3M INNOVATIVE 
PROPERTIES CO) 23 October 2003 (2003-10-23) 

D2: US-B-6 536 4272 (DAVIES MICHAEL BIRSHA ET AL) 25 March 2003 (2003- 
03-25) 

D3: DE 1 95 41 689 A (BYK GULDEN LOMBERG CHEM FAB) 15 May 1996 (1996- 
05-15) 

SECTION III: 

Claims 10 to 1 6 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(l) PCT). 

SECTION V: 

1) The examination has been carried out assuming that the priority is valid, so that P- 
documents D1 and D2 have not been taken into consideration. 

2) Document D3 describes a phannaceutlcal composition of ciclesonide In combination 
with formoterol (see example 4 In particular). 

The subject-matter of the claims differs therefrom in that fonnoterol is present in its 
R.R stereoisomeric form. 

However, since it is obvious for the person skilled in the art to select from the four 
conceivable stereoisomers just the R,R stereoisomer, the subject-matter of the claims 
does not involve an inventive step (Article 33 (3) PCT). 

3) For the assessment of the present claims 1 0 to 1 6 on the question whether they are 
industrially applicable, no unified criteria exist In the PCT Contracting States. The 
patentability can also be dependent upon the fonnulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
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for the manufacture of a nnedicament for a new medical treatment. 
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